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PATENT FORAMEN OVALE CLOSURE SYSTEM 



Background of the lavention 



Field of the Invention 



Embodiments of the present invention relate to methods and devices for closing a 



body lumen or cavity and, in particular, for closing a patent foramen ovale. 

Description of the Related Art 

Embolic stroke is the natiorfs third leadmg killer for adults, and is a major cause of 

10 disability. There are over 700,000 strokes per year in the United States alone. Of these, 
rougjily 100,000 are hemorrhagic, and 600,000 are ischemic (either due to vessel narrowing 
or to embolism). About 50,000 of the ischemic strokes are beUeved to be caused by a 
patent foramen ovale. However, the risk of recurrent stroke is higher in patients whose 
strokes are caused by a patent foramen ovale. 

15 Pharmacological therapies for stroke prevention such as oral or systemic 

administration of warfarin or the like have been madequate due to serious side effects of the 
medications and lack of patient compUance in taking the medication. 

Jn general, the heart is divided into four chambers, the two iqpper being the left and 
right atria and the two lower being the left and n^xt ventricles. The atria are separated from 

20 each other by a muscular wall, the interatrial septum, and ttie ventricles by the 
interventricular septum. 

Either congenitally or by acquisition, abnormal op^sings, holes or shunts can occur 
between the chambers of the heart or the great vessels (interatrial and interventricular sq)tal 
defects or patent ductus arteriosus and aortico-puhnonary window respectively), causing 

25 shunting of blood througfi the opening. A patent foramen ovale is a condition wherein an 
abnormal opening is present in flie septal wall between the two atria of the heart Blood can 
flow directly between these two atria, compromising the normal flow of blood and 
efficiency of the patient's heart The deformity is usually congenital, resulting from a 
failure of completion of the formation of the septum, or wall, between the two sides during 

30 fetal life when the heart forms from a folded tube into a four-chambered, two imit system. 
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In contrast to other septal defects which tend to have a generally longitudinal axis, a 
patent foramen ovale tends to behave like a flap valve. Accordingly, the axis of the patent 
foramen ovale tends to be at an angle, and ahnost parallel to the septal wall. 

These defonnities can carry significant sequelae. For example, with a patent 
5 foramen ovale, blood is shunted from the left atrium of the heart to the right, producing an 
over-load of the right heart. In addition to left-to-rig^ht shunts such as also occur in patent 
foramm ovale, the left side of the heart has to work harder because some of tbe blood 
which it pumps will recirculate through the lungs instead of going out to the rest of the 
body. The ill effects of these defects usually cause added strain on the heart wifli ultimate 
10 fiilure if not corrected. 

Previously, patmt foramen ovale have required relatively extensive surgical 
techniques for correction. To date the most common method for closing intracardiac shunts, 
such as a patent foramen ovale, entails the rdatively drastic technique of open-heart 
surgery, requiring op^iing the chest or sternum and diverting the blood from the heart with 
15 the use of a cardiopulmonary bypaiss. The heart is then opened, the defect is sewn shut by 
direct suturing with or without a patch. of synthetic material (usually of Dacron,,Teflon« 
silk, nylon or pmcardium), and then the heart is closed. Hie patient is ttien taken off the 
cardiopulmonary bypass machine, and fho chest is closed. 

In place of direct suturing, closures of a patent foramen ovale by means of a 
20 mechanical prosthesis have also been disclosed. A number of tiiese devices, designed for 
closures of interauricular septal defects, have been used to correct patent foramen ovale. 

Althougih these devices have been known to effectively close other septal defects, 
there are few closure devices which have been developed specifically for closing patent 
foramen ovale. Although these devices have been effective in some cases, there is still 
25 much room for improvement 

Notwithstanding the foregoing, there remains a need for a method and improved 
apparatus for correcting patent foramen ovale. 
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Summary of the lavention 
Embodimeats of the present inventioii provide a minimally invasive closure device 
for closing a patmt foramen ovale, improved delivery and positioniag systems are also 
provided. 

S In accordance with one embodiment, a closure device for closing a patent foramen 

ovale is provided. The device includes a proximal end, a distal end, a proximal segment, an 
intennediate segmmt, and a distal segment, \^erem each of the segments is sequentially 
aligned The device has a graeraUy elongate configuration and a clip configuration. When 
the device is in its elongate configmation, the pioximal and distal ends are pulled away 

10 fi:om each other such that &e proximal segment, intennediate segment, and distal segment 
become relatively more Imear. When the device is in its clip configuration, flie proximal 
segment and intennediate segment are drawn into a first clip-shewed portion sized and 
configured to be positioned over a septum secundum of the pat^ foramen ovale. The 
intermediate segm^t and distal segment are drawn into a second clip-stuped portion sized 

IS and configured to be positioned over a septum primum of the patent foramen ovale. The 
first clip-sh^ed portion and the second clip*shq>ed portion provide a force against the 
septum primum and septum secundum to pinch the two relatively closer together. 

In one ^bodimmt, the closure device may be formed &om a wire structure, more 
preferably one integral wire. In one embodiment, the proximal and distal segments are' 

20 identical in shape, and may have ideatical shspes that form mirror images of each other 
across the patent foramen ovale to equally s^ply compressive force to both sides of the 
patent foramen ovale. In anoth^ embodiment, the proximal segment has a larg^ 
dimension than fiie distal segment, and more preferably has both a greats length and width 
than the distal segment The distal segm^t may include a pair of wings adapted to extrad 

25 over the tip of the septum primum. The device may also include loops, eyelets or other 
structure adapted for releasable engagement with a delivery system, as described below. 
The device may also include anchors or other tissue engaging stmctures to facilitate 
securement of the device in the patent foramen ovale. 

In accordance with another embodiment, a closure device for closing a patent 

30 foramen ovale is provided. The device includes a proximal segment, a distal segment, and 
an intermediate segment which may be integrally formed, preferably from an integral wire 
structure. A covering, sleeve or laminate structure is provided on at least one of tiie 
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segments of the device. In one embodiment, a sleeve is provided over the intennediate 
segment and is ads^ted to be positioned in the tunnel of the patent foramen ovale. In 
another embodiment a laminate structure may be provided over at least the proximal or 
anterior portion. The sleeve may be made of a material that fecilitates cellular, in-growth, 
5 suchaseFTFE. 

In accordance with one embodiment, a method of closing a patent foramen ovale 
having a sq)tum primum and a septum secundimi is provided. The method includes 
providing a closure device having a proxunal end and a distal end and having a generally 
elongate configuration and a clip configuration. When the device is in its elongate 

10 configuration, the proximal and distal ends are pulled away j&om each other, and when the 
device is in its clip configuration the device has generally an S-shape. The device is 
releasably attached relative to a delivery device. The device is then delivered to the patent 
foram^ ovale vdth the deUvery device, the closure device bdng held relative to the 
deUvery device in its elongate configuration. The closure device is dq>loyed in the patent 

15 foramen ovale, such that the device when dq)loyed includes a first clip-sheqped portion 
positioned around the septum secundum and a. second chp-shaped portion positioned 
around the septum primum. 

hi accordance with a fiirther embodiment, a method of closing a patent foramen 
ovale having a septum primum and a septum secundum in provided. The method includes 

20 providing a closure device having a proximal end, a distal end, a proximal segment an 
intennediate segment and a distal segment The method finrflier includes deploying the 
closure device withm the patrat foramen ovale sudi that the distal segment lies along a 
sur&ce of the septum primum within the left atrium of the patient. The proxunal segment 
preferably lies along a surface of the septum secundum within the right, atrium of the 

25 patient The intermediate segment preferably lies in a channel or tunnel between the 
septum primum and the septum secundum. When the closure device is deployed, it exerts a 
force between tiie proximal segment and intermediate segment and between the 
intermediate segment and distal segment to draw or pinch the septum primum and septum 
secundum together. 

30 In accordance with anoflier embodiment, a method of closing a patent foramen 

ovale is provided. The method includes positioning a closure device at a patent foramen 
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ovale and deploying the closure device, such that the septum primum and septum secimdum 
are secured together by the closure device. 

In a preferred delivery .method, the closure device is self-expanding and may be 
releasably engaged with a percutaneous delivery device. In one embodiment, where the 
5 closure device has proximal, intermediate and distal segments, each of the segments is 
releasably engaged vyith the delivery device, such as by extending a core or guidewire 
tiuough eyelets formed in each of the segments of Hie device. In anotiier embodiment, the 
closure device may be internally or extraially threaded to releasably engage a 
corresponding delivery device. This threading may be provided at the proximal end of the 
10 device, at the distal end of the device* or may be provided in proximal, intermediate and/or 
distal segments. The closure device may be delivered through an outer dqployment catheter 
which guides the device to the patent foramen ovale. 

In accordance with one ^bodiment, a closure device for closing a patent foramen 
ovale is provided. The device includes a proximal segment and a distal segment which m^ 
15 be integrally formed. The device generally has a hook configuration, ^wdieiein the distal 
segment is sized and configured to .be positioned over a septum primum of the patent 
foramen ovale. The proximal segment is sized and configured to extend througih the tunnel 
of the patent foram^ ovale, and at its proximal end, may increase in width to form wings to 
secure the closure device in place. Iq this configuration, the proximal segment is sized and 
20 configured to be positioned along a surface of the septum of the patent foramen ovale in the 
right atrium. The device may also include a sleeve or laminate structure between the 
proximal end and the distal segmeot, the sleeve or laminate structure adapted to be 
positioned in the patent foramen ovale tmmel. The sleeve or laminate structure is made of 
matCTial adapted to facilitate cellular in-growth, such as ePTFE. 
25 hi accordance with a further embodiment, a method of closmg a patent fi)ramen 

ovale is provided. The method uicludes positioning a closure device at a patent foramm 
ovale and deploying the closure device, such tfiat tfie septum primum is secured by the 
closure device. In one embodiment, only the septum primum is secured by the closure 
device, with the device forming a hook over the tip of the septum primum to hold the 
30 septum primum in place. Preferably, the closure device may have wings in a proximal 
segment thereof that extend beyond the width of the tumiel of the patent foramen ovale. 
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The wings as delivered axe positioned in the right atrium against a surface of the septum 
piimum. 

In another embodiment, delivery systems incorporating the devices used in the 
delivery methods are provided. According to one delivery system, a d^loyment catheter 

5 having a proximal end and a distal end is provided. An actuator extends through the 
deployment catheter. A closure device is releasably attached to the actuator. Hie actuator 
is ad^ted to advance the closure device from the distal end of the deployment catheter and 
position a distal segment of the closure device over a septum primum of the patent foramen 
ovale and position a proximal segment of the closure device over a septum secundum of the 

10 patent foramen ovale. The closure device is actuatable to pinch togetho: the septum 
primum and septum secundum once delivered, and may be self-expanding and/or manually 
actuated. It will also be appreciated that the closure device can be delivered without the 
deployment catheter, such that the closure device is releasably secured and released fifom 
the actuator to deliver the device. 

15 

Brief Description of flie Drawings 
FIG. 1 is an anterior ilhistration of a heart, with &e proximal parts of the great 
vessels. 

FIG. 2A is a perspective view of a closure device in accordance wifli one 
20 embodiment the present inv^tion. 

FIG. 2B is a perspective view of a closure device in accordance with one 
embodiment of the present invention in a delivery state. 

FIG. 3 is a side elevational view of flie closure device shown m FIG. 2A. 
FIG. 4 is a cross-sectional view of one of the segments of the closure device shown 
25 inFia2A. 

FIG. 4A is an enlarged view of a portion of the segmrat of FIG. 4. 
FIG. 5 is a cross-sectional view of a patent foramen ovale closed with the closure 
device of FIG. 2A, shown schematically. 

FIG. 6 is a perspective view of the closure device of FIG. 2A in a deliv^ state. 
30 FIG. 7 is a perspective view of the closure device of FIG. 2A during a deployment 

state. 
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FIG. 8 is a schematic cross-sectional view through the . heart with a transeptal 
catheter deployed at a patent foramen ovale. 

FIG. 9 is a cross-sectional view of the catheter of FIG. 8 tibiough Une 9-9. 

FIG. 10 is a partial cross-sectional view of an embodiment*of the catheter of FIG. 8, 
5 with a closure device heing dehvered there through. 

FIG. 11 A is a partial cross-sectional view of an embodiment of the catheter of FIG. 
8, with an embodiment of a closure device illustrated being delivered using a torque rod 

FIG. 1 IB is an enlarged view df a connecting portion of the closure device shown in 
¥IG. IIA. 

10 FIG, 1 IC is a partial cross-sectional view of another mbodiment of the catheter of 

FIG. 8, witii anolh^ embodimmt of a closure device being delivered there through. 

FIG. IID is an enlarged view of a distal portion of the closure device shown in FIG. 

lie. 

FIGs. 12A-E are schematic views of a patent foramen ovale closure procedure m 
1 S accordance with one embodiment of tiie present invention. 

FIG. 13 is a perspective . view of a closure device in accordance with another 
embodiment of the present invention. 

FIG. 14 is a perspective view of the closure device of FIG. 13 in a delivery state. 

FIG. 15 is a back elevational view of a closure device in accordance with anotiier 
20 embodiment of the present invention. 

FIG. 16 is a side view of tiie closure device of FIG. 15. 

FIG. 17 is a cross-sectional view of a patent foramen ovale closed with the closure 
device of FIG. 15. 

FIGs. 18A-E are schematic views of a patent foramen ovale closure procedure in 
25 accordance with one embodiment of the present invention. 

FIG. 19A is a front elevational view of a closure device in accordance with another 
embodiment of the present invention. 

FIG, 19B is a side elevational view of the closure device shown in FIG. 19A. 
FIG. 20 is a cross-sectional view of a patent foramen ovale closed with the closure 
30 device of FIG. 19. 

FIGs. 21 A-D. are schematic views of a patent foramen ovale closure procedure in 
accordance with another embodiment of the present invention. 
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FIG. 22A is a back view of a closure device in accordance with another embodiment 
of the present invention. 

FIG. 22B is a back view of a closure device in accordance with another embodiment- 
of the present invention. 



attached thereto. 

FIG. 23 is a cross-sectional view of a patent foramen ovale closed with the closure 
device of HG. 22A or FIG. 22B, shown schematically. 

FIGs. 24A-D are schematic views of a patent foramen ovale closure procedure in 
10 accordance with one embodiment of the present invention, shown inversely to the 
deployment orientation to &cilitate explanation. 

FIG. 25 is a side elevational ^ew of a closure device in accordance with another 
embodiment of the present invention. 

FIG. 26 is a side elevational view of the closure device of FIG. 25 having a plurality 
15 of retention structures. 

FIG. 27 is arear elevational'view of tiie closure device of FIG. 25. 

HG. 28 is a partial cross-sectional view of a patent foramen ovale closed witii the 
closure device of FIG. 25. 

FIG. 29 is a fiont elevational view of the closure device of FIG. 25 prior to 
20 expansion havmg a pull wire expansion system. 

FIG. 30 is a front elevational view of the closure device of FIG. 25 after expansion 
having a pull wke Qcpansion system. 

FIG. 31 is a front elevational view of flhe closure device of FIG. 25 prior to 
expansion having a twisting expansion system. 
25 FIG. 32 is a fiont elevational view of tiie closure device of FIG. 25 after expansion 

having a twisting expansion system. 

FIG, 33 is a schematic side view of a closure device in accordance with, another 
embodiment of the present invention. 

FIG. 34 is an end view of the closure device of FIG. 33. 
30 FIG. 35 is a side view of a closure device in accordance with another embodiment 

of the present invention. 

FIG. 36 is an end view of the closure device of FIG. 35. 



5 



FIG. 22C is a front view of liie device of FIG. 22B, diowing a laminated structure 
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FIG. 37 is a side view of a closure device in accordance with another embodiment 
of the present inv^ition. 

FIGs. 38A-B are side schematic views showing the expansion of the closure device 
of FIG. 37. 

5 FIG. 39 is a side view of a closure device in accordance with another CTibodimrat 

of the present invention. 

FIG. 40 is an end view of the closure device of FIG. 39. 

FIG. 41 is a side view of the closure device of FIG. 39 in a collapsed state. 

FIG. 42 is a side view of a closure device in accordance with another embodiment 
10 ofthe present invention. 

FIG. 43 is an end view of ttie closure device of FIG. 42. 

FIGs. 44A-C aie schematic views of a defect closure procedure in accordance with 
one embodiment ofthe present inventioiL 

FIG. 45 is a side view ofthe closure device of FIG. 42 in a collapsed state. 
15 FIG. 46 is a perspective view of a closure device in accordance with another 

embodiment of the present invention. 

FIG. 47 is a cross-sectional view of a patent foramen ovale closed with a closure 
device in accordance with another embodiment of the present invention. 

FIG. 48 is a cross-sectional view of a patent foramen ovale closed with a closure 
20 device in accordance with another embodiment of the present invention. 

FIG. 49 is a side elevational view of a closure device in accordance with another 
embodiment of the present invention. 

FIG. 50 is a front view of the closure device of FIG. 49. 

FIG. 51 is a cross-sectional view of a patent foramen ovale closed with the closure 
25 device of FIG. 40. 

FIG. 52 is a perspective view of a closure device in accordance with another 
embodiment ofthe present invention. 

FIG. 53 is a cross-sectional view of a patent foramen ovale closed with the closure 
device of FIG. 52. 

30 FIG. 54 is a perspective view of a closure device in accordance with another 

embodiment of the present invention. 
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FIG. 55 is an enlarged perspective view of a closure device in accordance with 
another embodiment of the present invention. 

FIG. 56 is a side view of the closure device of FIG. 55. 

FIG. 57 is a perspective view of a closure device in accordance with another 
5 embodiment ofthe present invention. 

FIG. 58 is a CTOSS-sectional view of a patent foramen ovale closed with the closure 
device of FIG. 57. 

HGs. 59A-C are schematic views of a defect closure procedure hi accordance with 
one embodunent ofthe present invention. 

10 

Detailed Description ofthe Prefmred Embodiments 
For sunplicity, preferred ^bodunents of the present invention will be described 
primarily in the context of a patent foramen ovale closure procedure. However, the devices 
and methods herein are readily appUcable to a wider variety of closure or attachment 

15 procedures, and all such applications are contemplated by the present inventors. For 
exanq)le, additional heart muscle procedures such as atdal septal defect closure and patent 
ductus arteriosis closure are contemplated. Vascular procedures such as isolation or repau: 
of aneurysms, anastomosis of vessel to vessel or vessel to prosthetic tubular graft joints 
may also be accomplished using the devices of the embodiments described herein. 

20 Attachment of implantable prosOieses, such as attachment of tiie annulus of a p^rostfaetic 
tissue or mechanical heart valve may be accomplished. A variety of oth^ tissue openings* 
lumens, hollow organs and surgically created passageways may. be closed. Adf^tation of 
the devices and methods disclosed herein to accompUsh procedures such as the foregoing 
will be apparent to those of skill in the art in view of the disclosure h^m. 

25 Referring to FIG. 1, a heart 100 is illustrated to show certain portions mcluding the 

left ventricle 102, the left atrium 104, the left atrial appendage 106, the puhnonary artery 
108, the aorta 110, the right ventricle 112, the right atrium 114, and the right atrial 
iappendage 116. As is understood in the art, the left atrium 104 is located above the left 
ventricle 102 and the two are separate by the mitral valve (not illustrated). 

30 First Chp Embodiments 

Referring to FIGS. 2A and 3-7, there is illustrated one embodim^t of an occlusion 
or closure device 200 sized and configured to close a patent foramen ovale in accordance 
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with one embodiment of the present invention. The closure device preferably comprises a 
wire shaped to form a clip, which is preferably sh^ed like a paperclip. As illustrated, in 
one embodiment the closure device can be considered to have generally an S-shape or two 
adjacent U-shaped or clip portions, as described further below. The closmre device 200 has 

5 a proximal end 202 and a distal end 204. The designation proximal or distal is not mtended 
to indicate any particular anatomical orientation or dq}loyment orientation within the 
deployment catheter, as described below. 

The closure device 200 generally has three sections: a proximal segment 206, a 
distal segment 208, and an intemiediate segment 210. As illustrated in FIG. 4, each of 

10 these segments is preferably generally annular-shaped or oval-shaped forming a loop» and 
may be generally parallel to eadi other when the device 200 is in its deployment state, 
shown in FIG* 2A. It will be appreciated that the segments may have any suitable size and 
configuration for closing a patent foramen ovale, including round, oblong, rectangular, 
triangular and square. Each of the segm^ 206, 208, 210 may be formed fi:om wire 212 

15 and may be sq)arately or mtegrally formed. 

Ih one embodiment, the toee segments 206, 208, 210 are sequentially aligned such 
that a distal end 206b of proximal segment 206 is connected to a proximal ^d 210a of 
intennediate segment 210, and a distal end 210b of int^mediate segment 210 is connected 
to a proximal end 208a of distal segment 208. As illustrated, fliese segments 206, 208, 210 

20 are connected by connecting portions 211a and 21 lb, and may be integrally formed with the 
connecting portions. Alternatively, they may be joined together by any suitable technique. 
The closure device 200 is also pFei^:ably provided with a detachment client 214 at its 
proximal end 202, illustrated as an externally threaded portion. Alternatively, the proximal 
end 202 of the device 200 may be provided with a threaded sperfxae througih which a 

25 delivery core is threadably engaged, a loop or eyelet, or othar suitable structure as will be 
discussed herein for releasably connecting the device to a deployment s^em. 

In one embodiment, a wire 212 is used to form the segments 206, 208 and 210, as 
well as connecting portions 211, and comprises a metal such as stainless steel, Mtinol, 
Elgiloy, or others which can be determined through routine experimentation by those of 

30 skill in the art. The wire may also be biodegradable. Wires having a curcular or rectangular 
cross-section may be utilized depending iq)on the manufacturing technique. It will be 
^predated that the closure device 200 need not be formed ftom a wire, and can be an 

.11- 
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integral structure, for example, lasa: cut from a tube or other stock. It is also envisioned 
that other non-metallic biocompatible materials may be used to form wire 212. The wire 
212 may be solid or hollow. 

As shown in FIG. 4A, m one embodiment at least a portion of the wire 212 is 

5 covered with a sleeve 224. The sleeve 224 may comprise any of a variety of materials 
which facilitate cellular in-growth, such as ePTFB. The suitabihty of altemate materials for 
sleeve 224 can be determined through routine experimmtation by those of skill in the art. 
The sleeve 224 may be provided on either one or all sections of the closure device. For 
example, the intermediate segment 210 alone or the entire device 200 may be provided with 

10 sleeve 224. In one embodiment, the sleeve 224 comprises two layers. The two layers may 
be bonded to each other around the wire 212 in any of a variety of ways, such as by heat 
bonding with or without an intermediate bonding layer such as polyethylene or FEP, 
adhesives, sutures, and other techniques which will be ^parent to those of skill in the art in 
view of the disclosure herein* The sleeve 224 in one embodiment preferably is securely 

IS attached to the device 200 and retains a sufficient porosity to facilitate cellular ingrowth 
and/or attachment 

Referring back to FIG. 2A, the device 200 is illustrated m its deployment state. The 
device 200 may be self-expanding, having a remembered shs^e as illustrated in FIG. 2A. 
Alt^atively, the device 200 may be mechanically actuated to assume its deployment state. 

20 As illustrated, tiie device 200 preferably includes a locking element 228 and retention 
elements, preferably in the form of eyelets 230, for retaiiiing tiie locking client 228 to the 
closure device 200. In one embodunent, the eyelets 230 are ofi&et from one another on 
adjacent segments of the device. In another embodunent, the eyelets 230 are in Ime with the 
longitudinal axis of the device 200. Otha: details regarding a device havuig eyelets described 

25 above, as well as shnilar devices, may be found in U.S. Patent Nos. 6,214,029, 6,551,344 and 
6,440,152, which are herd>y mcorporated by referrace m its entirety. The locking element 
228 is used to longitudinally shorten and radially expand the device. The locking element 
228 preferably comprises a locking string which is preferably used to both longitudinally 
shorten and radially expand and lock the device at the patent foramen ovale. Other details 

30 regarding the locldng element described above as well as shnilar devices may be found m 
U.S. Patent No. 5,861,003, which is hereby incorporated by reference in its entirety. 
Preferably, upon deployment and positionmg of the device 200, the locking element 228 
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secures the locking string to retain the device 200 is the d^loyed position. The locking 
string may also be drawn proxnnally to increase the clamping force of the device 200 on the 
septa of the patent foramen ovale. It will be appreciated that the device 200 may still be 
self-expanding, with the locking string also mechanically actuating tiie device 200. 

5 Ih some embodiments, the device 200 may be made by laser cutting flat stock sheet In 

another embodiment, the device 200 and the eyelets 230 may comprise a metal wire such as 
stainless steel, Mttnol, Elgiloy, or others which can be determined through routine 
experimentation by those of skill in the art 

FIG. 2B illustrates an alternative embodimCTit of a self-expanding closure device 

10 mchiding at least one eyelet, and more preferably, a plurality of eyelets 230 to assist wi& 
collapse of device 200 into a deUvefy device. The device 200 may have a proximal 
segment 206, an intermediate segmmt 210, and a distal segiment 208 Uke the embodiment 
of FIG. 2A, and preferably is formed fiom a dngle wire forming three similar shaped 
segments, which may be generally looped or oval in shape. The eyelets 230 are mtegrally 

IS formed by small loops made in the wire, preferably at the proxunal end 202, distal end 204, 
and at connecting portions 211a and 211b. In one embodiment, the eyelets 230 are 
configured to receive an actuator or core 259, siich as hypotubing, solid wire or a guidewire, 
to releasably secure the device 200 and stress the wire in a longitudinally stretched position 
during deployment as shown in FIG. 2B. I^on confirmation of optimal positioning in the 

20 patent foramm ovale or other structure, the core may be retracted proxunally, thereby 
releasing the segments 208, 210 and 206. Furfli^ details regarding the deliv^ of this device 
are described below. 

For use in a patent foramen ovale, the segments 206, 208, 210 of the device 200 in 
one embodiment has an expanded diameter within the range of fiom about 1 cm t6 about 5 

25 cm, and, in a fiulfaer embodiment, about 2.5 cm. When the device 200 is longLtudinally 
stretched, the overall lmgth fiom the distal end 204 to the proxunal end 202 is preferably 
within the range of about 4 cm to about 20 cm and, in one embodiment, about 8 cm. 
Prefeably the wire 212 has a diameter of 0.001--0.03 ul 

Although the device 200 is shown having a paperclip-like shape, it is envisioned 

30 that a number of variations of this shape can be utilized to provide the same results. For 
example, a bend may be provided in the device to aid in closure. For exanq>le, a bend may 
be placed in the intermediate segment 210, such that the device 200 is sized and coirGgured 
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to conform to the shsqpe of the patent foramen ovale. Also, other non-circular or round 
shapes may be used for each segment, ratha: than the annular shape, as discussed above. 

FIG. 5 illustrates the closure device 200 implanted in a patent foramen ovale 120, 
The patent foramen ovale 120 includes a sq)tum primum 1 16 having a siuface 126 adjacent 

5 the left atrium 104, and a septum secundum 118 haAdng a surface 124 adjacent the right 
atrium 114. A tunnel or channel 122 is located between the septum primum 116 and 
septum secundum 118. The closure device 200 may be delivered to the patent foramen 
ovale 120 using any suitable technique, such as described below. Once positioned, the 
distal segment 208 is positioned over the tip 130 of the septum primum 116 and lies along 

10 the sur&ce 126 of the septum primum 116 adjacent &e left atrium 104. The intemiediate 
segment 210 lies between the septum primum 116 and septum secundum 118 in channel 
122. The proximal segment 206 is positioned over the tip 128 of the septum secundum 118 
and lies along the sur&ce 124 of the 8q)tum secundum 118 adjacent the right atrium 114. 
Aftar being delivered, the closure device 200 exerts a force on Hhe septum primum 1 16 and 

15 s^tum secundum 1 18 to draw the two closer together, either through mechanical actuation 
or self-e:fq)ansion of the device. In one embodiment, the proximal and distal segments are 
identical in shape» and may have identical shapes that form minor images of each other 
across the patent foramen ovale to equally apply compressive force to both sides of the 
patent foramen ovale. 

20 In one embodiment, the closure device 200 is desigaed to be implanted using a 

dq)loymOTt catheter, such as descaibed with respect to HGS. 8-12 below. As shown in 
FIG. 6, the device 200 is d^gned to remain in a delivery or elongated state while m the 
catheter (not shown). In this delivery state, the device 200 can assume a generally elongate 
configuration wherein the proximal end 202 and distal end 204 are pulled ^art from each 

25 oOier in a gmerally Imear manner. Upon delivery to the patent foramen ovale» the device 
200 is radially expanded (FIG. 7) into a clip or generally S-shaped configuration to occlude 
or close the patent foramen ovale. As illustrated, when expanded, the proximal and distal 
segments 202, 204 of the device are drawn relatively closer to the intermediate segment In 
one ^bodunmt, the device is pr^f^ably attached via detachment element 214 to a delivery 

30 device such as an actuator prior to deployment, and is then detached at detachment element 
214 when properly positioned. In a further embodiment, the detachment element 214 may 
use a tether line in addition to or instead of a threaded fitting. Tether lines are described in 
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detail in U.S. Patent Nos. 6,214,029, 6,440,152, and 6,551,344, which are incorporated in 
their entirety herein. The procedure for placing the closure device and delivery device will 
be described in further detail hereinafter. 

As shown in FIGS. 8-11, a closure device deployment system is provided for 
5 delivery of a closure device to a patent foramen ovale. Referring to FIG. 8, a closure device 
deployment system 240 comprises generally a catheter 242 for placing a detachable closure 
device 200 within a body cavity or lumen* The catheter 242 comprises an elongate flexible 
tubular body 246, extending between a proximal end 248 and a distal end 250. The catheter 
is shown in highly schematic form, for the purpose of illustrating the functional aspects 
10 thereof. The catbeter body will have a sufficient length and diameter to permit 
percutaneous entry into the vascular syst^ and transluminal advanc^ent through the 
vascular system to the desired dq}loyment site. For sample, in an embodiment intended 
for access at the femoral artery and deployment within fiie patent foramen ovale, the 
cafhet^ 242 will have a length within the range of fiom about 50 cm to about ISO cm, and 
IS a diameter of generally no more than about 15 French. Further dunensions and physical 
characteristics of cathetKS for navigation to particular sites within the body are well 
understo od m the art and will not be further described herein. 

Hie flexible body can be manu&ctured in accordance wi& any of a variety of 
known techniques. In one embodiment, the flexible body 246 is extruded fiom any of a 
20 variety of materials such as HDPE, PEBAX, nylon, polyhnide, and PEEK. Alternatively, at 
least a portion or all of the length of tiie tubular body may comprise a spring coil, solid- 
walled hypodermic needle or other metal tubing, or braided reinforced wall, as are known 
in the art. 

The tubular body 246. is further provided with a handle 252 generally on the 
25 proximal end 248 of the catheter 242. The handle 252 may be provided with a plurality of 
access ports. Generally, handle 252 is provided with an access port which may be used as a 
guidewire port in an over the vwre embodimmt, and a deployment wire or actuator port. 
Additional access ports such as a contrast media introduction port, or others may be 
provided as needed, depending upon the functional requirements of the cathet^. The 
30 handle 252 permits manipulation of the various aspects of the closure device deployment 
system 240, as will be discussed below. Handle 252 may be manufactured in any of a 
variety of ways, typically by injection molding or otherwise forming a handpiece for single- 
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hand operation, using materials and construction techniques well known in the medical 
device arts. 

An actuator 244, as described below, is provided in accordance with one 
embodiment of the present invention, used to releasably engage and deploy the closure 
5 device 200. Any of a variety of structures such as sohd cores, polymeric or metal single or 
multiple strand wires, ribbons, or tubes can be used. The actuator 244 may be retracted as 
with a puUwiie design, or rotated as with a torque rod design, as will be discussed herein. 
The actuator 244 may be hollow or solid. 

In use, flie dq>loyment catiieter is percutaneously introduced mto the vascular 
10 system and transhmnnally advanced into the heart and, subsequentiy, to the patent foramen 
ovale using techniques which are known in the ait 

The patent foramen ovale may be accessed via catheter through a variety of 
pathway. It may be accessed fipom the art^ial circuit The caflieter is introduced bato the 
arterial vascular system, preferably m the femoral artery, and guided up the descending 
15 thoracic and/or abdominal aorta. The catheter may then be advanced into the left ventricle 
through the aortic outflow tract Once m the left ventricle, the cafhet^ may be directed up 
through the mitral valve and into the left atrium. When the catheter is in the left atrium, it 
may be directed mto the patent foramen ovale and the closure device deployed. 

Alternatively, tiie patent foramen ovale may be accessed from the venous circuit 
20 The ca&eter may be introduced into the venous system, preferably in the femoral vein, 
advanced into tiie inferior vena cava or superior vena cava and guided into the right atrium. 
The catheter may then be directed to the patent foramen ovale. Alternatively, once in the 
ri^t atrium, the catheter may be advanced through the tricu^id valve and into the right 
ventricle and directed to the ventricular septal defect and the closure device dq>loyed. 
25 As shown in FIG. 10, in a prefrared construction, a catheter 242 havmg a smgje 

lumen is illustrated. Also shown is an actuator 244 that acts as the actuator for deploying 
the device 200. In the illustrated embodunent, the actuator may be an elongate body such 
as a core wne that ^ends to the handle 252, and more preferably may be hollow to provide 
a passageway for the locking element 228 described with respect to FIG, 2B above. The 
30 actuator 244 may be removably attached to the proximal end 202 or other pouit of 
attachment on the closure device 200, such as throu^ a threaded attachment at detachment 
element 214. Proximal retraction of tiie actutator 244 while resisting proximal motion of 
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the closure device 200 or distally pulling on the closure device will cause elongating of the 
closure device 200 into its delivery state, as has been discussed. The closure device 200 is 
preferably loaded into the deployment catheter 242 as shown in FIG. 10. The actuator 244 
may be locked or removably attached with respect to the closure device 200, and later 
5 severed or otherwise detached to enable removal of the deployment catheter 242 and 
proximal retraction of the actuator 244. In addition to a threaded connection, lockrug of the 
actuator 244 with respect to flie closure device 200 may be accomplished m any of a variety 
of ways. For exanq)le, depending upon the desired catheter design, locking may be 
accoiiQ)lished by using interference fit or friction fit structures, tether line, adhesives, a 
10 knot, or other technique known to one of ordinary skill in the art. 

In flie embodiment illustrated in FIG. 10, the actuator 244 is releasably connected to 
the proximal end of the closure device 200, This pemaits distal advancement of the closure 
device 200 thiougjh the catheter 242 by distal movement of the actuator 244. The proximal 
end of tihie actuator 244 may be connected to any of a variety of controls, including 
15 rotational knobs, levers and slider switches, depending upon the design preference. To 
deploy the device 200, the actuator is pushed distally until closure device 200 exits the 
catfaeteor 242. L^on exiting the catheter, the lockmg element as described above may be 
actuated to cause the device to move to its deployed configuration. Alternatively, the 
device 200 may self-expand as it exits the catheter. Afl^ positiomng of the device is 
20 confirmed, the actuator 244 is released ftom the device 200, and the actuator and 
deployment catheter are removed. Where a locking element is used, this locking element 
may be cut, released or otherwise seciu:ed to fix the position of the closure device. Further 
details on delivery methods are described bdow with respect to FIGs. 12A-12E. 

When delivering a device such as in the embodiment of FIG. 2B, in another 
25 embodiment, a detachment element 214 may be provided that comprises a threaded 
attachment located on the distal segment 208. In this embodiment, the core wire 259 is 
inserted through the eyelets 230 of the closure device 200 and is distally threaded to 
coimect with fiie detachment element, causing elongation of the device 200 into its delivery 
state. The closure device 200 is inserted into the deployment catheter 242 with the core 
30 wire inserted through the eyelets 230 of the device 200 and attached at the distal segment 
208. The core wire may be advanced out of the deployment catheter to position the closure 
device in the patent foramen ovale, as discussed below. The core wire may then be 
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detached from the distal segment 208 and retracted proximally to deploy the device 200. A 
hollow push rod positioned proximal to the closure device and over the core wire 259 may 
he used to assist in releasing fho closure device from the core wire. Alternatively, the 
closure device may be positioned distally beyond the distal end of the deployment catheter 

5 242, and intarferCTce between the deployment catheter 242 and the closure device 200 may 
be used to assist in releasing the closure device from the core wire. As discussed, the 
detachm^t element 214 may alternatively comprise a tether Une, a threaded fitting, or other 
technique as is known to one of ordinary skill m the art to releasably secure the closure 
device 200 to tiie core wire 259. It will also be ^predated that in the embodiment of FIG. 

10 2B, no detachment element may even be necessary oth^ than the eyelets 230 that secure the 
closure device 200 to the core wire 259. As the core wire is retracted proximally from the 
eyelets 230 in the segments 205, 208, 210, the device 200 is released to its deployed shape, 
securing the septa 116, 118 of the patent foramen ovale, as described further below. 

The actutator 244 or core wire 259 in one embodiment extends axially throu^out 

IS the length of the caflieter body 246, and is attached at its proximal end to a control on the 
handle 252. The actuator 244 or core wire 259 may comprise any of a variety of structures 
which has sufficient lateral flexibility to permit navigation of the vascular system, and 
sufficient axial column straigth to be pushed througji the catheter 242. Any of a variety of 
structures such as hypotube, solid core wire, ^'bottomed outf' coil spring structures, or 

20 combinations thereof may be used, depending upon the desired p^formance of the finished 
device. Jn one embodiment, the core wire comprises stainless steel tubing. 

As used herein, the tenn "core wire" is int^ded to include any of a wide variety of 
structures ^^ch are enable of transmitting axial tension or compression such as a pushing 
or pulling force with or without rotation from the proximal md 248 to ttie distal end 250 of 

25. the catheter 242. Thus, monofilament or multifilament metal or polymeric rods or wires, 
woven or braided structures may be utilized. Alternatively, tubular elements such as a 
concentric tube positioned within the outer tubular body 246 may also be used as will be 
apparent to those of skill in the art 

FIGS. IIA-IID illustrate an alternate constraction wherein a closure device is 

30 biased toward its deployment configuration, such as being made from a shape memory 
material, and may be radially enlarged or reduced by rotating a tor(iue element extending 
through the deployment catheter. Referring to FlGs. IIA and IIC, a rotatable torque rod 
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260 extends axially through the deployment catheter 242, and also extends through the 
closure device 200, preferably through at least one internally threaded portion provided in 
the closure device 200. For example, as shown in FIG. 1 IB, an externally threaded portion 
262 of torque rod 260 may engage an internally threaded portion within connecting segment 
5 21 la. The rotatable torque rod may be encased in a plurality of tubes (not shown) within 
the closure device that are positioned j^proximately diametrically within any or all of 
segments 206, 208, and 210, said tubes preferably attached to the segment at each end of 
each tube. These tubes serve to guide the torque rod from the proximal end of the device 
through the connecting segments to flie distal end. The proximal end of the torque rod 260 
10 may be connected at a proximal manifold to a manual rotation device such as a band crank, 
thumb wheel, rotatable knob or the like. Alternatively, the torque rod 260 may be 
coimected to a power drivra source of rotational Miergy such as a motor drive or air turbine. 

The terms torque rod or torque element are intended to include any of a wide variety 
of structures which are c^^able of transmitting a rotational torque tbrougihout the length of a 
15 catheter body. For example, soUd core elements such as stainless steel, nitinol or other 
nickel titanium alloys, or polymeric mat^ials may be utilized. In an embodiment int^ded 
for implantation over a guidewire, the torque rod 260 is preferably provided with an axially 
extending central gnidewire lumen. This may be accomplished by constructing the torque 
rod 260 from a section of hypodemuc needle tubing, having an inside diameter of from 
20 about 0.001 inches to about 0.005 inches or more greater than the outside diameter of the 
intended guidewire. Tubular torque rods 260 may also be fabricated or constructed 
utilizing any of a wide variety of polymeric constructions which include woven or braided 
reinforcing layers in the wall. Torque transmitting tubes and their methods of construction 
are well understood in the intracranial access and rotational atherectomy catiieter arts, 
25 among others, and are not described m greater detail herem. 

One pr more distal portions of the torque rod may be threaded as shown in FIGs. 
IIB and IID. More particularly, threaded portions 262 may be provided on torque rod 
260, to correspond to intemally threaded portions of the distal segment 208 (FIG. IID) or 
the connecting portions 211a and 211b (FIG. IIB). A distal threaded portion or distal 
30 rotating coupler, not shown, may be provided at the distal Gad 204 of the device to receive 
the distal end of the torque rod. As will be appreciated by those of skill in the art in view of 
the disclosure herein, in one embodiment, rotation of the torque rod 260 m a first direction 
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relative to the closure device 200 will cause the torque rod 260 to advance distally. This 
distal advancement will stress the device and result in to axial elongation and radial 
reduction of the closure device 200 as the torque rod 260 is advanced distally into the 
threaded apertures of the closure device 200. Rotation of the torque rod 260 in a reverse 
5 direction will cause a proTcimal retraction of the torque rod 260, thus ©oabling a radial 
enlargement and axial shortraing of the closure device 200. 

hi anoth^ embodiment, similar to that described with respect to FIG- 2B above 
where only the distal end 204 of the device 200 is threaded, the torque rod may be mserted 
tibrough eyelets 230 formed at the proximal ead 202 and connecting segments 211a and 
10 211b of Ihe device, thereby axiaUy elongating the device 200, and threadmgly engagmg the 
distal end 204. Disengagiiig the torque rod 260 ftom the distal segment 208 will release Ihe 
segment 208, pennitting the segment 208 to cdll^se in its dq)loyed position. The 
remaining segments 206, 210 may be released by proximally retracting the torque rod 260 
from the eyelets 230 coiiesponding to each segment 206, 210. 
15 With the torque rod 260 threadmgly engaging the device 200, upon placemrat of the 

closure device 200 at, the desired implantation site, the torque rod 260 is rotated in a 
direction fliat produces an axial proxunal retraction. This allows radial enlargement of the 
radially outwardly biased closure device 200 at the unplantation site. Continued rotation of 
the torque rod 260 will cause the threaded portion to exit proximally througji the one or 
20 more threaded apertures provided on Ihe closure device 200. 

With flie torque rod 260 extendmg flirough the deployment catheter 242, the device 
200 may be provided beyond the distal end of the dqiloyment cathetra: 242, so that when 
the torque rod is rotated to move the torque rod proximally, the distal force applied by the 
deploymraf catibtet^ on the device 200 allows tiie device to release flie torque rod. The 
25 deployment catheta: 242 may also be provided with an antkotation lock (not shown) 
between a distal ©ad of the catheter 242 and' the closure device 200. In general, flie 
rotational lock may be conveni^tly provided by cooperation between a first surface on the 
distal end of the dq?loyment catheter 242, which engages a second surfece on the closure 
device 200, to rotationally link the deployment catheter 242 and the closure device 200. 
30 Any of a variety of complementary surface structures may be provided, such as an axial 
extension on one of the first and second surfaces for coupling wifli a corresponding recess 
on the ottier of the first and second surfaces. Such extensions and recesses may be 
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positioned laterally offset from the axis of the cathet^. Alternatively, they maybe provided 
on the longitudinal axis with any of a variety of axially releasable anti-rotational couplings 
havmg at least one flat such as a hexagonal or other multifaceted cross sectional 
configuration. 

5 Any other means known may he used for temporarily attaching the closure device to 

a delivery system such as a deployment catheter or actuator. For example, any of a variety 
of mterference fit such as threaded fit or sn^ fit, pin/loop combinations, interfering 
diameters, or heat dissociable solders or polymer bonds may be utilized 

The closure device deployment system 240 thus permits the closure device 200 to 

10 be maintained in a low crossing profile configuration, to enable transluminal navigation to a 
dq>loyment site. Following positioning at or about the desired deployment site, distal 
advancement or proximal retraction of an actuator enables the closure device 200 to radially 
Qolarge. Radial eolargemeot in one embodiment occurs under the device's own bias. 
Alternatively, certain embodiments of the closure device can be enlarged und^ positive 

15 force, such as by inflation of a balloon or by a mechanical mechanism as is discussed 
elsewhere herein. . Once the clinician is satisfied with the position of the closure device 200, 
such as by injection of dye and visuaKzation using conventional techniques, the actuator is 
proximally retracted thereby enabling detachmait of flie closure device 200 from the 
deployment system 240. 

20 If, however, visualization reveals that the closure device 200 is not at the location 

desired by the clinician, the closure device 200 can be radially reduced and axially 
elongated, thereby enabling repositioning of the closure device 200 at the desired site. In 
the embodiment of FIG. 10, this repositioning is allowed by pulling the closure device 200 
partially or wholly back into the catheter before release of the detachment element In flie 

25 embodiment of FIGs. llA-4>, the torque rod can be distally advanced to reengage the 
internal threading of the closure device, hi some embodiments the torque rod will be 
guided within tubes attached to tiie segmraits (discussed previously). Thus, the closure 
device 200 can be enlarged or reduced by the clinician to permit repositioning and/or 
removal of the closure device 200 as maybe desired. 

30 With reference to FIGs. 12A-12E, a closure device 200 (shown schematically) is 

preferably positioned within a patent foramen ovale. Initially, the device 200 is coll^sed 
inside a deployment catiieter 242. The catheter 242 is then positioned at or near ttie patrat 
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foramen ovale 120, as shoAvn in FIG. 12A, more preferably through the channel 122 
between the septum primum and septum secundunou Then, as shown in FIG. 12B, the distal 
segment 208 of the device is e>qx)sed and is pushed out, pref^ably using an actuator as 
described above, and deployed over the septum primum 116. The deployment cathetCT is 

5 retracted while releasing the intemaediate segment 210 to be positioned inside the patrat 
foramen ovale channel 122 (shown in FIG.. 12C), along a surface of the sq)tum primum and 
the septum secundum. Lastly, the proximal segment 206 is released from the deployment 
catheter and positioned against the septum secundum 118 (FIG. 12D). The positioning of 
each of the segments relative to the septum primum and s^tum secimdum can occur due to 

10 a natural bias of the device as it exits the catheter, due to a mechanical actuation of the 
distal segment into this position, as desoibed above, or due to a combination of natural bias 
and mechanical actuation. In another embodiment, a core may hold each segment 206, 208» 
210 in a delivery or elongated state until proper positioning may be confirmed The core 
may tiien be retracted, releasing ttie device 200 for deployment 

15 After optimal positioning and closure is achieved, the device 200 can then be 

detadied fi:om the delivery system, as shown in FIG. 12E. Jn one embodiment, detacbm^t 
element 214 comprises a flexible segm^ such as a hinge or braid to allow the device 200 
to assume a final implanted attitude without undue distortion ^plied to the implant or flie 
septa from the deployment catheter. The device 200 can also be captured and retrieved at 

20 any time during the procedure as long as it is not frdly detached from the delivery s^em. 
Once in position, the device clips the patent foramen ovale closed by exerting a force on the 
septum primum and septum secundum to draw the two together. 

With reference to FIGs. 13-14, an alternative embodiment of a closure device hi 
accordance with tibie present mv^tion is shown. The closure device 300 preferably is 

25 sh^ed to form a clip-like device, similar to the closure device of FIG. 2A. The closure 
device has a ptoxunal end 302 and a distal end 304. The closure device g^erally has three 
sections: a proxunal segment 306, a distal segment 308, and an intermediate segment 310. 
In contrast to the device shown in FIG. 2A, in the closure device 300 shown ui FIG. 13, the 
mtermediate segment 310 is preferably a single straight wire preferably covered m a sleeve 

30 324, rather than an elongated annular wire or loop. The intermediate segment 310 may also 
be cut from flat stock sheet Both the proximal and distal segments 306, 308 are generally 
annular in shape as described above. The segments 306, 308, 310 are formed fix)m a wire 
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312 and are' connected by connecting portions 311a and 311b, simUar to the embodiment 
discussed above. The segments 306, 308, 310 form an integral structure for closing or 
occluding a patent foramen ovale. The closure device 300 is also preferably provided with 
a detachment elanent 3 14 on proximal end, as discussed above. 

5 When delivered, the intermediate segment 310 is positioned in the chaimel between 

the septum primum 116 and the sq)tum secimdum 118 to close the patent foramen ovale 
120, as was described in the embodiment above. The distal segment 308 is preferably 
positioned in the left atrium, while the proximal segment 306 is positioned in the right 
atrium. The closure device 300 is designed to be implanted using a delivery system, such 

10 as described above, and may have a collapsed or delivery state, as shown in FIG. 14. 

Preferably, the wire 312 comprises a metal such as stainless steel, Nitinol, Elgiloy, 
or others which can be determined through routine experimentation by those of skill in the 
art The wire may also be biodegradable. Wires having a circular or rectangular cross^ 
section may be utilized dq>etiding upon the manu&cturing technique. In one embodiment, 

15 a circular cross section wire is cut such as by known laser cutting techniques from tube 
stock. The closure device is preferably an integral structure, such as a single ribbon or wire, 
or element cut from a tube stock. 

The intermediate segment 310 is preferably cova:ed with a sleeve 324. The wire of 
the proximal and distal segments 306, 308 may also be covered with a sleeve. The sleeve 

20 324 may comprise any of a variety of materials which &cilitate cellular iu-growfh, such as 
ePTFE. The suitability of alternate matmals for sleeve 324 can be determined through 
routine experimentation by those of skill in the art. In one embodiment, the sleeve 324 
comprises two layers. The two layers may be bonded to cadk other around the wire 312 in 
any of a variety of ways, such as by heat bonding with or witiiout an intermediate bonding 

25 layer such as polyethylene or FEP, adhesives, sutures, and other techniques which' will be 
apparent to those of skill in the art m view of the disclosure hmin. The sleeve 324 in one 
embodunent preferably is securely attached to Ihe device 300 and retains a sufGcient 
porosity to facilitate cellular ingrowth and/or attachment. In one. embodiment, the segments 
324, 310 may be configured to occlude the channel 122 in addition to the closure of the 

30 patent foramen ovale induced by the proximal and distal segments 306, 308. 

Preferably, the device 300 mcludes a locking element 328 and retention elements 
330 for retaining the locking element 328 to the closure device 300, as described above. 



-23- 



wo 2004/069055 



PCTAJS2004/00311S 



The locking element 328 is used to longitudinally col%se the device and hold it in place at 
the patent foramen ovale. The locking element 328 preferably comprises a locking string 
which is preferably used to both expand and lock the device at the patent foramen ovale 
120. 

5 . For use in a patent foramen ovale, the closure device 300 has an expanded diameter 

within the range of from about 1 cm to about 5 cm, and, in one embodiment, about 2.5 cm. 
The overall length of the closure device 300 from the distal end 308 to the proxhnal end 
306 is preferably within the range of from about 4 cm to about 20 cm and, in one 
embodiment, about 8 cm. Preferably the wire has a diameter of 0.001-0.03 in. 

10 Smtde Clip or Hook Embodiment 

With reference to FIGs. 15-17, there is illustrated an additional embodiment of a 
closure device 400. The device comprises a proximal or an anterior section 402 and a distal 
or posterior section 404. A first axis 406 passing through the anterior section 402, and a 
second axis 408 passmg throu^ tiiie posterior section 404, generally parallel to one another, 

15 are shown. The anterior section 402 compiises wings 409, which are used to anchor flie 
device into the correct atrium, prefiaably the right atrium. The wings 409 preferably extend 
to beyond ttie edges of the patent foramen ovale to provide additional support to device 
400. The anterior and posterior sections 402, 404 are mtegral and form a structure which 
hooks over the tip 130 of the septum primum 116. The device is provided with a loop 410 

20 integral with the structure to attach the device 400 to the delivery device. The antraor 
section 402, posterior section 404, and loop 410 are an integral structure and are formed of 
a single whre 412. The device is preferably slumped like a hook, as can be seen with 
reference to FIG. 16, and is preferably self-expanding into the hook shape. 

The anterior section 402 and posterior section 404 are positioned between the 

25 septum primum 116 and the sq)tum secundum 118 and hook over the septum primum 116 
to close a patent foramen ovale 120, as shown in FIG. 17. This embodiment stabilizes the 
flap of the patent foramen ovale 120. The posterior section 404 is positioned in the left 
atrium, while the anterior section 402 is positioned in the patent foramen ovale and extends 
out into the right atrium. The anterior section 402 is preferably of such a lengfli as to 

30 extend along the septum primum 116 to prevent the septum primum 116 from displacing 
into the left atrium 104. The posterior section 404 prevents the tip 130 of the septum 
primum 1 16 from displacing into the left atrium 104 while the anterior section 402 secures 
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the device 400 to the septum primmn 116. The anterior section 402 is preferably sized and 
configured to extend along the right atrium 114 side of the septum primum 116 such that 
the base of the septum primum 116 provides support to the device 400, which prevents 
displacement of the septum primum tip 130 into the left atrium 104. 
5 Preferably, the wire 412 comprises a metal such as stainless steel, Nitinol, Elgiloy, 

or others which can be determined through routine experimentation by those of skill in the 
art. The wire may also be biodegradable. Wires having a circular or rectangular cross- 
section may be utilized depending i^on the manufacturing technique. M one embodiment, 
a circular cross section wire is cut such as by known laser cutting techniques firom tube 
10 stock. The closure device is preferably an integral structure, such as a single ribbon or wire, 
or element cut from a tube stock. 

A portion of the device 400 is preferably covered with a sleeve 424 as shown in 
FIG. 16. TTie sleeve 424 bridges the fossa and patent foramen ovale 120, while the wire 
structure stabilizes the fl^ of the patent foramen ovale 120. The sleeve 424 may comprise 
15 any of a variety of materials which facilitate cellular in-growtb, such as ePTFE. The 
suitability of alternate materials for sleeve 424 can be detemiined througjh routine 
exprnmentation by those of skill in the art. In one embodiment, the sleeve 424 comprises 
two layers. The two layers may be bonded to each other around the wire 412 in any of a 
variety of ways, such as by heat bonding with or without an intermediate bonding layer 
20 such as polyethylene or EBP, adhesives, sutures, and other techniques which will be 
^parent to those of skill in the art ui view of the disclosure heieiiL The sleeve 424 in one 
embodiment preferably is securely attached to the device 400 and retains a sufficient 
porosity to facilitate cellular ingrowth and/or attachment. 

Reiferring to FIGs. 18A-E, a closure device 400 such as described above is 
25 preferably positioned within a patent foramea ovale to be closed or occluded* In a patent 
foramen ovale application, the distal end of a deployment catheter 242 is positioned at or 
near the patent foramen ovale 120, as shown in FIG. 18A. The position may be confirmed 
using fluoroscopy, echocardiography, or other imaging. Hie device 400 is initially in a 
collapsed state within catheter 242, such as described above. The left atrium segment 404 
30 of the device 400 is exposed and positioned on the septum primum 116 by advancing or 
rotating actuator 244 (not shown), as discussed hereku See FIG. 18B. The anterior 
segment 402 is then positioned inside the patent foramen ovale chaimel 122 and on the 
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septxun secundum 118 again by advancing or rotating actuator 244 (not shown) (FIG, 18C). 
One of ordinary skill in the art will recognize that actuation of tiie device 400 may be 
accomplished as mentioned above. For example, actuation of the device 400 may be 
mechanically iaduced, self-expanding, a combination of mechanical and self-expanding. 

5 Additionally^ d^loyment and detachment of the device may be accomplished as discussed 
above. For exanq)le, the device may be deployed via a tether line or torque rod, and 
detached accordingly as discussed previously. In one embodim^t, a tether line, core wire 
or other actuator 244 maybe attached to loop 410 for releasably deploying the device. 

After optimal positioning and sealing is achieved, as shown in HG. 1 8D, the device 

10 400 can then be detached fiom the delivery syston, as shown in FIG. 18E. The device 400 
can also be captured and retrieved at any time during ihe procedure as long as it is not 
detached fix>m the actuator 244. 
Other CKp Embodhnisnts 

Referring to FIGs. 19-20, fbsxe is illustrated another preferred embodimait of the 

IS present iavention. The closure device 440 comprises a proximal or an antmor section 442, a 
distal or posterior section 444 and an intamediate section 446. The posterior section 444 
comprises two legs 449 that extend graerally parallel to a longitudinal axis of the device 
which form an exaggerated 'T' shape with the intermediate section 446. The anterior section 
442 has a generally rectangular shape. Sections 442, 444, and 446 may be self-expanding and 

20 form an integral structure 452, or may be separately joined such as by a hinged connection. In 
some mbodiments, anchors 447 may be provided to secure the implant against the s^tum 
primum 116 and septum secundum 118. As illustrated, the anchors may be punched in the 
anterior and mteimediate section 442 and 446 and heat set or deformed to extend proud of 
device 440 surfiice. Hole 448 may be provided m proximal end of antraior section 442 to 

25 facilitate attadbment of a t^er and the like to closure device 440. 

The anterior section 442 is configured and positioned in the right atrium, the 
posterior section 444 is configured to be positioned in the left atrium, and the intermediate 
section 446 is configured to be positioned between the septum primum 1 16 and the septum 
secundum 118. The posterior section 444 hooks oyer the septum primum 116 and the 

30 anterior section 442 hooks over the sq>tum secundum 118 to occlude or close a patent 
foramen ovale 120, as shown in FIG. 20. The septum primum 116 and septum secundum 
1 18 are held together by the clamping force exerted by the clips defined between sections 444 
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and 446, and sections 442 and 446. The design minimizes the amount of material exposed to 
blood flow in flie left and right atria, thereby reducing the chance of clot fonnation. The 
shape is designed to fit tiie anatomy without distending tissue, thereby reducing the chance of 
leaks and promoting heal&. 
5 In some embodiments, the clip structure can be made by laser cutting flat stock sheet 

Preferably, the clip stracture comprises a metal such as stainless steel, Nitinol, Elgiloy, or 
others which can be determined through routine experimentation by those of skill in the art 
RefOTing to FIG. 21 A, a closure device 440 is preferably delivered to a defect to be 
occluded, such as a patent foramen ovale. In a patent foramen ovale application, the distal 
10 end of the deployment catheter 242 is positioned at or near the patent foramen ovale 120, as 
shown in FIG. 21 A. The position may be condBimed using fluoroscopy, echocardiogrs(>hy, 
or other imagmg. The device 440 is initially in a coll^sed state within catheter 242. The 
device 440 may be releasably attached to an actuator 244, which may be a push rod The 
distal end of the dqployment caflieter 242 is advanced betwem the septum primum 1 16 and 
15 septum secundum 118 as shown in FIG. 21B. The posterior portion 444 is advanced out of 
ttie distal ead of the deployment catheter 242 and over the septum primum 1 16, as shown in 
FIG. 21C, preferably by withdrawing the catheter 242 proximally. As the catheter 242 is 
wiflidrawn, the postmor portion 444 flips over into the left atrium 104 and hooks over the 
septum primum 116. The inteonediate section 446 and anterior sections 442 are then 
20 delivered, as shown in FIG. 21D, by further withdrawing the caflieter 242 until anterior, 
section 442 flips over the septum secundum 188. After optimal positioning and sealing is 
achieved, as shown in FIG. 21D, the device 440 can then be detached ftom flie actuator and 
deployment caflieter 242. The device 440 can also be c^tured and retrieved at any time 
during the procedure as long as it is not detached ftom the actuator. 
25 la one embodiment, the device 440, and more particularly die anterior portion 442, 

has a length L of about 1 inch, thickness t of about 0.02", and a width W of about 0.475". 
The length and width of the antOTor portion are preferably greater than the length and width 
of the posterior portion. More preferably, the anterior portion may be approximately twice 
as long or greater than the posterior portion, and about 25% or more wider than the 
30 posterior portioiL 

Wifli refiarence to FIGs. 22A-~C and 23, there is illustrated another preferred 
embodiment of the present invention. The device 470 is preferably made &om a single wnre 
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structure, and comprises a proximal or an anterior section 472, a distal or posterior section 
474, and an intermediate section 476. The posterior section 474 comprises wings 479 
which are used to anchor the device into the left atrium. The intermediate section 476 may 
include crossed wire portions as shown in FIG. 22A or non-crossed wire portions as shown 

5 inFIG. 22B. The anterior section may be hexagonal in shape. The anterior, posterior, and 
intermediate sections 472, 474, 476 are integral and form a structure which hooks over the 
septum primum and the sqptum secundum. The device may be provided with at least one 
loop 480 at a proximal end of the device integral with the stracture. A second loop 481 
may be provided at the intersection of the anterior and intermediate sections. As shown in 

10 FIG. 22B, the device 470 may also comprise a third loop 484 at the distal end of die 
posterior section 474. The ftmction of flie first loop 480, second loop 481, and third loop 
484 will be discussed below with reference to loading and deployment of the device 470. 
The anterior section 472, posterior section 474, intermediate section 476 and at least one 
loop 480 are preferably an integral structure and are formed of a single wire 482. The 

15 device is preferably shaped like a clip, as can be seen with reference to FIG. 23, whea the 
device is dqiloyed. 

As shown in FIG. 23, the anterior section 472 is positioned in the right atrium, tiie 
post^or section 474 is positioned in the left atrium, and the intermediate section 476 is 
positioned between the sq>tum primum 1 16 and the septum secundum 1 18. The posterior 

20 section 474 hooks over the septum primimi 1 16 and the anterior section 472 hooks over the 
septum secundum 1 1 8 to occlude a patent foramen ovale 120, as shown in HG. 23 . 

Preferably, the wire 482 comprises a metal such as stainless steel, Nitinol, Elgiloy, 
or others which can be determined through routine experimentation by those of skill in the 
art The wire may also be biodegradable. Wires having a circular or rectangular cross- 

25 . section may be utilized depending upon the manufacturmg technique. In one embodiment, 
a circular cross section wire is cut such as by known laser cutting techniques &om tube 
stock. The closure device is preferably an integral structure, such as a single ribbon or wire, 
or element cut from a tube stock. 

The device maybe similarly dimensioned as the ^bodiment of FIG. 19A* For use 

30 in a patent foramen ovale, the overall width of device 470 may be any value or range of 
values from about I cm to about 5 cm, and, in one embodiment, may be about 2.5 cm. The 
overall length of the closure device 470 may be any value or range of values from about 4 
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cm to about 20 cm and is, in one embodiment, about 8 cm. Preferably the diameter of the 
wire may be any value or range of values fiom about 0.001-0.030 in, and in one preferred 
embodiment is about 0.015 in. 

In some embodiments, the anterior section 472 may have a covering or be 

5 laminated. FIGs. 22B and 22C show the device of FIG. 22B with a laminate structure 483 
covering the anterior section 472. In some embodiments, the lamination may comprise any 
of a variety of materials which facilitate cellular in-growth, such as ePTFE. The suitability 
of altemate materials for the lamination niaterial can be determined through routine 
experimentation by those of doll in the art In one embodiment, two layers of lamination 

10 . are provided. The two layers may be bonded to each otha: around the wire 482 on the 
anterior section 472 in any of a variety of ways, such as by heat bonding with or without an 
intennediate bonding layer such as polyethylene or FEP, adhesives, sutures, and oth^ 
techniques which will be s^arent to those of skill in the art in view of the disclosure 
herein. The lamination material in one embodiment preferably is securely attached to the 

1 S device 470 and retains a sufiBci^t porosity to faciUtate cellular ingrowth and/or attachment. 

Referring to FIGs. 24A-D, there is illustrated a preferred method of loading the 
device illustrated in FIG. 22B for delivery. A mounting shaft 486 is mserted through the 
second loop 481 of the device 470 such that the anterior section 472 is closer to the 
proximal end 490 of the mounting shaft 486 and the posterior section 474 is closer to the 

20 distal end 488 of the mounting shaft 486, as shown m FIG. 24A. As shown in FIG. 24B, 
the posterior section 474 and the int^mediate section 476 are bent distally such that each 
wire of the intennediate section 476 is placed along opposite sides of the mounting shaft 
486. The portion between the intennediate section 476 and tiie posterior section 474 rests 
on the mounting shaft 486 with the third \oop 484 extending somewhat radially fiom the 

25 mounting shaft 486. The third loop 484 is then bent over the distal end 488 of the 
mounting shaft 486, as shown in FIG. 24C. 

A tether Une 492 is looped through tiie furst loop 480 on the proximal ^d of the 
device. Arec55)ture whe 494 is inserted through flie tether line 492 loop. The recs^iture 
wire 494 preferably does not pass through the first loop 480 of the device, as shown in FIG. 

30 24D. When the tether line 492 is drawn proximally, the tether line cinches the first loop 
480 of the device 470. The tether line 492 is then drawn proximally such that the anterior 
section 472 is an adjacent to the mounting shaft 486. Jn another embodiment, the mounting 
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shaft 486 may first be inserted through the first loop 480 and fixed with a tether line 492, 
followed by the mounting procedure as explained previously. The device 470, tether line 
492, recapture wire 494, and mounting shaft 486 are then inserted into a sheath (not 
shown). 

5 The placement of the closure device 470 is schematically shown m FIG. 23. For 

deployment, the sheath is advanced through the channel 122 of the patent foramen ovale, 
such that the distal end of the sheafli extends into the left atrium 104 beyond the tip 130 of 
the septum primum 116. The mounting shaft 486 is held in place while the sheath is slowly 
retracted proximally until the posterior section 474 is released Scorn the sheath. The wings 

10 479 of the post^or section 474 may be extended out by slightly advancing the sheath 
distally Vi/bile holding ihe mounting shaft 486 in place. The mountioig shaft 486 and the 
sheath are fhm retracted proximally until the wings 479 of the posterior section 474 engage 
the septum priminn 116. The mounting shaft 486 is held in place while the sheath is 
retracted proximally allowing the wmgs 479 to secure the septum primum. The sheath is 

15 then retracted fiirther until the entire device 470 is exposed. 

The teth^ line 492 and recapture wire 494 are advanced distally, allowing tiie 
anterior section 472 to advance and oppose the right atrium side of the sq>tum secundum. 
With the tether Ime 492 and rec^ture wire 494 still secured to the first loop 480, the entire 
device 470 may be rec^tured if reqmred. The teflier line 492 and rec^ture wire 494 may 

20 also assist in repositioning the anterior section 472 of the device. Optimal positioning of 
the device may be confirmed using fluoroscopy, echocardi6gn?)hy, or other imaging. Once 
optimal positioning is confirmed, the mounting shaft is retracted proximally, and the 
recapture wire. 494 is withdrawn proximally to release the tether line 492 loop. The 
mounting shaft 486, tether Une 492, recapture wire 494, and sheath are then removed. 

25 Referring to FIGs. 25-32, tiiere is illustrated another preferred embodim^ of tiie 

present invention. The device is shown in an unexpanded state in FIGS. 25 and 26. A 
closxire device 500 is provided having a soft distal tip 502, connected to a distal hub 504, 
and a soft proxnnal tip 506, connected to a proximal hub 508. The device also comprises at 
least two sealing aims 510. The sealing arms 510 are preferably heat-set. When the device 

30 is expanded, the arms 510 have a generally round shape, as shown in FIG. 27. The device 
500 also comprises at least two anchors 512, 513 integrally formed with the distal and 
proxmial hubs 504, 508 and the sealing arms 510. The anchors deflect outwards upon 
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expansion to retain the sq)tum primum 116 and septum secundum 118, as will be 
described. The device 500 is preferably made from a laser-cut hypotabe. The distal hub 
504 and proximal hub 508 are drawn together, thereby compressing the device 500 and 
expanding the sealing arms 510 for positioning in a patent foramen ovale 120 charmel 122. 
5 Preferably, the closure device 500 is provided with one or more retention structures 

for retaining the device in the patent foramen ovale or other similar septal defects. See FIG. 
. 26. In the illustrated embodiment, a plurality of barbs or other anchoring elements 522 are 
provided, for oigag^ng adjacent tissue to retain the closure device 500 in its implanted 
position and to limit relative movement between the tissue and the closure device. The 
10 illastrated barbs 522 are provided on the anchors 512, 513. The barbs resist migration of 
the closure device away from Ifae patent foramen ovale. 

The arms 510 are preferably positioned in the channel 122 betweai the septum 
primum 1 16 and the septum secundum 1 18 to close the patrat foramen ovale 120, as shown 
in FIG. 28. A first anchor 513 is positioned m tiie left atrium, while a second anchor 512 is 
15 positioned in the ri^t atrium. The anchors 512, 513 deflect outwardly to secure the sq)tum 
primum 1 16 and septum secundum 1 18, to dose the patmt foramen ovale 120. 

Preferably, the device 500 is formed of a metal such as stainless steel, I^itinol, 
Elgiloy, or others which can be determmed through routine experimentation by those of 
skill in tixe art. The material may also be biodegradable. Material having a circular, 
20 rectangular, or other cross-section may be utilized dqj^ding upon the UEianufitcturing 
technique. One of ordinary skill iu the art will recognize various methods of n:ianufacturing 
the device 500. In one embodiment, for example, material with a circular cross section is 
cut such as by known laser cutting techniques from tube stock. The closure device is 
preferably an integral stmctore, such as a single ribbon or wire, or element cut fix)m a tube 
25 stock. 

The device may also comprise a sleeve over at least a portion of the device. The 
sleeve may comprise any of a variety of materials which facilitate cellular in-growth, such 
as ePTFB. The suitability of alternate materials for sleeve can be detenruned tiux)U^ 
routine experimentation by those of skill in tiie art hi one embodiment, the sleeve 
30 comprises two layers. The two layers may be bonded to each other around the device in 
any of a variety of ways, such as by heat bonding with or without an intermediate bonding 
layer such as polyethylene or FEP, adhesives, sutures, and other techniques which will be 
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apparent to those of skill in the art in view of the disclosure herein. The sleeve in one 
embodiment preferably is securely attached to the device 500 and retains a sufficient 
porosity to facilitate cellular ingrowth and/or attachment 

The device 500 is further provided with an expansion and detachment element 514 

5 ' at its distal end. The expansion and d^hment element 514 may be either a pull wire 
design (FIGs. 29^30), a tum screw design (FIGs. 31-32), a tether line, or oHhoc method 
known by one of ordinary skill m tiie art that may be used to coU^se and lock the closure 
device in its e?qpanded state. In one ©nbodiment, the device is preferably attached via 
detachment element 514 to a delivery system as described above prior to deployment, and is 

10 then detached at detachment elem«at 514 when properly positioned. The device can thm 
be detached fibom the deliv^ system at the same place. In one embodiment, deployment 
and detachment of the device may be accomplished by torque rods, as discussed previously 
with reference to FIGs. IIA-B. In another embodiment, deploymait and detachment may 
be accomplished by tether lines as previously discussed. Other methods that are known by 

15 one ofordinary skill in the art may also be used. 
Umbrella and Acorn Embodiments . 

Refening to FIGs. 33-34, alternate structures of a closure device in accordance with 
tibe present invention are illustrated. The closure device 600 conq}rises an occluding 
member 602 comprising a frame 604 and a barrier 606. Jn the illustrated embodiment the 

20 frame 604 comprises a plurality of radially outwardly extending spokes 608 each having a 
length within the rangQ of from about 1 cm to 6 cm. The device has a proximal end 610 
and a distal end 612 corresponding to a proximal hub 614 and a distal hub 616. A central 
hub 618 is also preferably provided between the proximal hub 614 and distal hub 616. The 
frame 604 and barrier 606 form a proximal segment 620 and a distal segment 622. The 

25 designation proximal or distal is not intended to indicate any particular anatomical 
orientation or d^loyment orientation within the deployment catfaet^. Proxunal and distal 
segments 620, 622 are baskets which secure the septum primum 1 16 and septum secundum 
1 18 on both sides, thus sealing the patent foramen ovale. 

The spokes 608 are advanceable from a generally axially extending orientation such 

30 as from within a tubular introduction catheter to a radially inclined orientation. In a self- 
expandable embodiment, the spokes are biased radially outwardly such that the closure 
member e3q}ands to its enlarged, implantation cross-section under its own bias following 
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deployment from llie catheter. Alternatively, the closure memb^ may be enlarged using 
any of a variety of enlargement structures such as an inflatable balloon, or a catheter for 
axiaUy shortening the closure member, as is discussed fiirtiier below. In yet a further 
embodiment, expansion of the device may be accomplished by torque rods, as discussed 

5 previously with reference to ELGs. 1 1 A-B. The proxhnal hub 614 may threadingly engage 
the torque rod such that rotation of the torque rod will expand or contract the device 600. 
The distal hub 616 may operate to support the distal end of the torque rod, permitting the 
torque rod to rotate freely upon its axis with tiie distal hub 616. In anotiier embodiment, the 
distal hub 616 may also be threadingly engaged to the torque rod. 

10 For deployment, the device 600 is pref^ably advanced through the channel 122 of 

the pat^t foramen ovale 120 until the distal end of the catheter is beyond the tip 1 30 of the 
septum primum 1 16. The device 600 is preferably advanced until the distal end 616 of the 
device 600 extends into the left atrium 104. The distal segment 622 is esqrased from the 
catheter, such that it expands to its enlarged, implantation cross-sectioii and engages the 

15 septum primum 116 wall on the left atrium 104 side. Ihe device 600 then is then drawn 
proximally to draw the sq>tum primum 116 toward the sq>tum secundum 118, closing the 
channel 122. The proxunal segment 620 of the device 600 is then exposed and permitted to 
expand to its enlarged, implantation cross-section, securing the septum secundum 118 to 
the septum primum 1 16. 

20 Depending upon the desired introduction crossing profile of the coll£q>sed closure 

device iSOO, as well as structural strragth requii^ents in the deployed device, anywhere 
within the range of from about 3 spokes to about 4D spokes may be utilized. In some 
embodiments, anywhere from about 12 to about 24 spokes are utilized, and 18 spokes are 
utilized in one embodiment - 

25 Preferably, the spokes comprise a metal such as stainl^ steel, Mtinol, Elgiloy, or 

others which can be determined through routine experimentation by those of skiU in the art. 
Wires having a circular or rectangular cross-section may be utilized depending upon the 
manu&cturing technique. In one embodiment, rectangular cross section spokes are cut such 
as by known laser cutting techniques from tube stock, a portion of which forms the hubs 

30 614,616,618. 

The barrier 606 may comprise any of a variety of materials which facilitate cellular 
in-growth, such as ePTFE. The suitabihty of alternate materials for barrier 606 can be 
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determined throu^ routine experimaitation by those of skill in the art The barrier 606 
may be provided on either one or preferably both axially facing sides of the closure 
member. In one embodimait, the barrier 606 comprises two layers, with one layer on each 
side of the frame 604. The two layers may be bonded to each other around the spokes 608 
5 in any of a variety of ways, such as by heat bonding with or without an intermediate 
bonding layer such as polyethylene or FEP, adhesives, sutures, and other techniques which 
will be apparent to those of skill in the art in view of the disclosure herein. The barrier 606 
preferably has a thickness of no more than about 0.003 in. 

For use in a patent foramen ovale, the occludmg member 600 has an expanded 
10 diameter wittiin the range of from about 10 mm to about 40 mm, and, in one embodiment, 
about 20 mm. The ovetaSl length of tiie closure device 600 from the distal end 612 to the 
distal end 610 is within the range of from about 40 mm to about 100 imn and, in one 
embodiment, about 70 nmi. 

Modifications to the closure device are illustrated in PIGs. 35-36. The closure 
15 device 650 conqprises a closure member 652 comprising a frame 654 and a barrier 656. In 
the illustrated snbodiment. the frame 654 comprises a plurality of radially outwardly 
extending spokes 658. The device has a proximal end 660 and a distal end 662, 
corresponding to a proximal hub 664 and a distal hub 666. A central hub 668 is also 
preferably provided between the proximal hub 664 and distal hub 666. The frame 654 and 
20 barrier 656 form a proximal segment 670 and a distal segment 672. The designation 
proximal or distal is not intended to indicate any particular anatomical orientation or 
deployment orientation within the deployment catheter. Proximal and distal segments 670, 
672 are concave faced baskets, which secure the septum primum and septum secundum on 
both sides, thus sealmg the patent foramen ovale. Deployment of the device 650 preferably 
25 corresponds to the deployment discussed above with reference to FIGs. 33-34. 

Referring to FIGs. 37 and 38A-^, a further variation of the closure device is shown. 
The closure device 700 comprises a closure member 702 comprising a frame 704 and a 
hairier 706. In one embodimmt, the frame 704 comprises a plurality of radially outwardly 
extending supports (not shown). The device has a proximal end 710 and a distal end 712 
30 corresponding to a proximal hub 714 and a distal hub 716. A soft distal tip 718 is also 
preferably provided at the distal end 712, and is connected to distal hub 716. The frame 
704 and barrier 706 form a proximal segment 720 and a distal segment 722. The 
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designation proximal or distal is not intended to indicate any particular anatomical 
orientation or deploym^t orientation within thp deployment catheter. Proximal and distal 
segments 720, 722 behave like baskets to secure the septum primum and septum secundum 
on both sides, thus sealing the patent foramen ovale. 

5 With reference to FIG. 3 8 A, the device is shown in an unexpended state. Proximal 

retraction on the dq)loyment line 730 while resisting proximal movement of proximal hub 
714 such as by using the distal end of the catheter 732 will cause the distal hub 716 to be 
drawn towards the proximal hub 714, thereby radially enlarging the cross-sectional area of 
the closure device 700, as shown in FIG. 38B. Depending upon the matwial utilized for the 

10 closure device 700, the supports 708 will retain the radially enlarged orientation by elastic 
defonnation, or may be retained in the enlarged orientation such as by securing a sUp Icnot 
immovably to the deployment line 730 at the fully radially enlaiged orientation. This may 
be accomplished in any of a variety of ways, usmg additional knots, cUps, adhesives, or 
other techniques known in the art A variety of alternative structures may be utilized, to 

15 open or enlarge the closure device 700 imder positive force, such as using a piullwhre or a 
torque element, as will be discussed in further detail hereinafter. Deploym^t of the device 
700 preferably corresponds to the deployment discussed above with reference to FIGs. 33- 
34. 

With reference to FIGs, 39-41, the closure device 750 comprises an occluding 
20 member 752 comprising a frame 754 and a barrier 756. In the illustrated embodiment the 
frame 754 comprises a plurality of radially outwardly extendmg spokes 758. The device 
has a proximal end 760 a distal end 762 corresponding to a proximal hub 764 and a distal 
hub 766. A central hub 768 is also preferably provided between the proximjal hub 764 and 
distal hub 766. A soft distal tip 769 is also preferably provided at the distal end 762, and is 
25 connected to distal hub 766. The fiame 754 and barrier 7i56 form a proximal segment 770 
and a distal segment 772. The designation proximal or distal is not intended to indicate any 
particular anatomical orientation or deployment orientation within the deployment catheter. 
Proximal and distal segments 770, 772 are umbrellas which secure the septum primum and 
septum secundum on both sides, seaUng ttie patent foramen ovale. The proximal and distal 
30 segments 770, 772 have a generally concave inwardly facing sur&ce 774 and convex 
outwardly ^dng surface 776. The device is shown in a collapsed state in HG. 41. 
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Deployment of the device 750 preferably corresponds to the deployment discussed above 
with reference to FIGs. 33-34 

Referring to FIGs. 42-43 and 45, a variation of the closure device is shown. The 
closure device 800 comprises a frame 804 and a barrier 806. In the illustrated embodiment 

5 the frame 804 comprises a plurahty of radially outwardly extending spokes 808. The 
device has a proxunal end 810 a distal end 812 corresponding to a proximal hub 814 and a 
distal hub 816. Tlie frame 804 and barrier 806 form a proximal segment 820 and a distal 
segment 822. The designation proxinial or distal is not intended to indicate any particul^ 
anatomical orientation or deployment oiien^on within Ote dq)loyment catheter. Proximal 

10 and distal segments 820, 822 are umbrellas which secure the sq)tam primum and septmn 
secundum on both sides, thus sealing the patent foramen ovale. The proxunal and distal 
segments 820, 822 have a generally flat inwardly facing siuface 824 and an angled 
outwardly &cing surfrice 826. The device 800 is shown in a collapsed position in FIG. 45. 
D^loyment of the device 800 preferably corresponds to the dq>ioyment discussed above 

1 5 with reference to FIGs. 33-34. 

Refoning to FIGs. 44A-C, a closure device 1400 is prefiarably positioned within a 
septal defect to be occluded, such as a patent foramen ovale or an atrial septal defect. In a 
patent foramen ovale application, the distal end 1402 of the delivery catheter 1404 is 
positioned at or near the patent foramra ovale 120. The position may be confirmed using 

20 fluoroscopy, ediocardiogr£?)hy, or other imaging. The device 1400 is initially m a 
coll^sed state in catheter 1404. The actuator 1408 (shown in FIG. 44C) is thereafla: 
proximally retracted or rotated, as with a torque rod, to place and expand the closure device 
1400 at the pat^t foramen ovale 120. 

As will be apparent from HG. 44B, proximal retraction or rotation on the actuator 

25 1408 indule resisting proximal movement of proxunal hub 1410 such as by using the distal 
end of the catheter 1404 will cause the distal hub 1412 to be drawn towards the proximal 
hub 1410. The closure device 1400 engages the septa walls thereby closing the patent 
foramen ovale. 

The actuator may then be locked with respect to the proximal hub and severed or 
30 othmvise detached to enable removal of the deployment catheter and proximal extension of 
the actuator. Locking of the actuator 1408 with respect to the closure device 1400 may be 
accomplished in a variety of ways, such as by using interference fit or friction fit structures. 
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adHesives, a knot or other techniques depending upon the desired catheter design, as 
discussed herein. After the device 1400 is locked in placed, the catheter 1402 is detached 
from the device 1400 and removed from the patient See FIG. 44. The device 1400 can 
also be captured and retrieved at any time during the procedure as long as it is not detached 

5 from the defivery catheter. 

With reference to FIG, 46, an alt^iiattve embodiment of the closure device is 
shown. The closure device 850 comprises a proximal inflatable balloon 852 and a distal 
mflatable balloon 854 joiued together at a central hub 856. The device 850 may also 
comprise a frame, conqxrising a plurality of supports. The device 850 is preferably 

10 expanded by inflating the balloons 852, 854 via an inflation catheter by inserting inflation 
fluid tt]iou£^ inflation lumen 858. The central hub 856 is positioned within the patent 
foramen ovale, while the proximal balloon 852 is preferably positioned in the right atrium 
and the distal balloon 854 is positioned in the left atrium, to occlude the patent foramm 
ovale. 

IS Any modifications to the device to accommodate .tiiese various aspects of the 

closure device as discussed h&cein may be readily accomplished by those of skill in the art 
in view of the disclosure herein. 
Tack Embodiments 

With reference to FIGs. 47 and 48, alternative embodiments are shown. In these 
20 embodim^, the patrat foramen ovale is sunply held together by positionmg a device 900, 
950 to hold the septum primum 116 and septum secundum 118 together. In a first 
embodiment, the device 900 comprises a proximal end 906 and a distal end 908, havmg a 
proximal anchor 910 and a distal anchor 912. Alternatively, a device 950 comprises a 
proximal end 956 and a distal end 958. The device has a screw-tike configuration and 
25 comprises a coiled wire or ttireaded screw 960. The proximal end 906, 956 is prefi^ly 
positioned in the right atrram, while the distal end 908, 958 is positioned m the left atrium. 
The device 900, 950 includes a detachment zone 914, 964. The device! may also be 
provided with a sleeve, as has been discussed with previous embodiments. 

Preferably, the device 900, 950 is formed of a metal such as stainless steel, Nitinol, 
30 Elgiloy, or others which can be determined througji routine experimentation by those of 
skill in the art. The wire may also be biodegradable. Wires having a circular or rectangular 
cross-section may be utilized depending upon the manufacturing technique. In one 
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embodiment, a circular cross section wire is cut such as by loiown laser cutting techniques 
from tube stock. The closure device is preferably an integral structure, such as a single 
ribbon or wire, or element cut £:om a tube stock. 

In ano&er preferred embodiment, with reference to FIGs. 49-51, a closure device 

5 1000 comprising a closure member is shown. The device comprises a proximal end 1002 
and a distal end 1004, and a circular proximal section 1006 and circular distal section 1008, 
which are connected via a cent^ strut 1010, forming an integral structure. The center strut 
1010 prefeiably contains a closure or fhtombotic material 1011. A loop 1012 is provided 
for holding and retrieving the device 1000. The proximal and distal sections 1006» 1008 act 

10 like springs, and maintain stability and help to squeeze the patent foramen ovale. 

The center strut 1010 rests wittiin flie patent feiamen ovale 120 for occluding the 
channel 122, engaging tilie sq)tum primum 116 and the septum secundum 118. The 
. proximal section 1006 is preferably positioned in the ri^t atrium, while the distal section 
1 008 is positioned in the left atrium. 

IS Preferably, the device 1000 is fonned of a metal such as stainless steely Nitinol, 

Elgiloy, or others which can be determined throu^ routine experimentation by those of 
sMllintfaeart The wire niay also be biodegradable. Wires having a circular or rectangular 
cross-section notay be utilized depending upon &6 manufacturing technique. In one 
embodiment, a circular cross section wire is out such as by known laser cuttmg techniques 

20 from tube stock. The closure device is preferably an integral structure, such as a single 
ribbon or wire» or element cut from a tube stock. 

The thrombotic material 1011 may include DACRON™, or others which can be 
determined through loutine experimentation by ttiose of skill in the art 

Channel-ffl linff Kmhoditnentg 

25 With reference to FIG. 52, there is illustrated another preferred CTibodiment of the 

present uivmtion. A closure device 1050 comprising a porous sponge or sponge-like 
material is shown. Altematively, the closure device 1050 may comprise a fluid-filled bag 
with a porous or semi-porous other covering. In some embodimrats, the closure device 
1050 has a generally cylindrical shape, hi some embodiments, the sponge is at least as. 

30 large as the defect to be filled. In some embodiments, tether 1055 extmds through closure 
device 1050 and is used to attach closure device 1050 to delivery catheter 1504. FIG. 53 
illustrates tiie sponge-like closure device 1050 positioned at a patent foramen ovale. The 
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sponge expands upon placement to close the defect and is secured in place by ttie septum 

primum 1 16 and septum secundum 118. 

In some embodimeats, the sponge or sponge-like material may comprise collagen, 

PE, PTFE, Poly Vinyl Acetate (Ivalon), or Ethyl Vinyl Acetate. In some embodiments, the 
5 matoial maybe bioresorbable. In some embodiments, the sponge promotes tissue ingrowth 

for more complete sealing of a septal defect, such as a patent foramra ovale. 

With reference to FIG. 54, an anchor device 1060 is illustrated. The anchor device 

1060 comprises a fiame 1062 having a plurality of retention elements 1064 provided 

ttiereoiL In some embodimmts, the fiame may be perforated, while in other embodiments, 
10 tiie fiame is solid. 

In some embodiments, the anchor device 1060 may be comprised of a plurality of 

laser cut strips 106S, as shown m HO. 55. The laser cut strips conq)rise a laser-cut body 

1066 which can be twisted to reveal anchors 1068. A detailed view of the body 1066 and 

anchors 1068 is shown in FIG. 56. By linking together a plurality of the laser cut strips 
15 1065, a lattice of anchoring surfaces can be formed. The lattice of anchoring surfaces can 

also be placed within or through a patent foramen ovale. 

As shown in FIG. 57, the anchor device 1060 may be used with the sponge-like 

closure device 1050 to form an anchored sponge closure device 1070. The anchors may be 

uised to further secure the sponge-like closure device in place. FIG. 58 illustrates closure 
20 device 1070, wherdn anchor devices 1060 secure the sponge-like closure device 1050 at a 

defect 

Referring to FIG. 59A-C, a preferably method is shown of dq)loying the closure 
device 1500 within a septal defect, such as a patent foramen ovale. In a patent foramen 
ovale application, tiie distal end 1502 of the delivery catheter 1504 is positioned at or near 

25 the patent foramen ovale 120, as shown in FIG. 59A. The position may be confirmed using 
fluoroscopy, echocardiography, or other imaging. The device 1500 is initially m a 
coU^sed state wiflrrn catheter 1504. The device 1500 may be releasably attached to an 
actuator 1508. The distal end 1502 of the delivery catheter 1504 is advanced between the 
septum primum 116 and septum secundum 1 18 as shown, and the posterior portion 1510 is 

30 advanced out of the distal end 1502 of the delivery catheter 1504, as shown in FIG. 59B. 
The intermediate section and posterior sections are then delivered, as shown in FIG. 59C. 
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After optimal positioning and sealing is achieved, the device 1500 can then be detached 
from liie delivery catheter 1504. 

Any of the closure devices disclosed herein may also be coated with a therapeutic 
substance, such as an anti-thrombogenic drug. The therapeutic substances are typically 

5 either impregnated into the device or carried in a polymer that coats the device. The 
th^£^utic substances are released from the device or polymer once it has been implanted 
in ttie vessel. The device may be impregnated with at least one drug or coated with at least 
one drug by any known process in ^ ait The drug may be carried in a volatile or non- 
volatile solutioa As used in tiiis application, the teaa **dmg" denotes any conopound which 

10 has a desired pharmacological effect, or which is used for diagnostic puiposes. 

FurflLermore, the closure devices as disclosed herein are preferably asymmetrical. 
As has been discussed, the axis of a patent foramen ovale tends to be at an angle, and 
almost parallel to the septal waU. Accordingly, asymmetrical closure devices will be 
effective in closing septal defects having non-longitudinal axes, such as a patent foramen 

15 ovale. 

As a post implantation step for any of the closure devices disclosed herein, a 
radiopaque dye or other visualizable media may be introduced on one side or the other of 
the closure device, to pemiit visualization of any escaped blood or other fluid past the 
closure device. For example, in the context of a patent foramen ovale application, the 
20 closure device may be provided with a central lumen or other capillary tube or aperture 
which permits introduction of a visualizable dye from the deployment catheter through the 
closure device and into the space on the distal side of tiie closure device. 

While particular forms of the invention have been described, it will be apparent that 
various modifications can be made without departing from the spirit and scope of the 
25 invention. Accordingly, it is not intended that the invention be limited, except as by the 
appended claims. 
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WHATISC3LAIMEDIS: 

1 . A method of closing a patent foramen ovale having a septum primmn and a 
septum secundmn, comprising: 

providing a closure device having a proximal end, a distal end, a proximal 
5 segment, an intermediate segment and a distal segment, the proximal and 

intermediate segments defining a first clip-shaped portion and the intennediate and 
distal segments defining a second cUp-shaped portion; and 

deploying the closure device within the patent foramen ovale such that the 
second clip-shaped portion is positioned over a tip of the septum primum and the 
10 first clip-shaped portion is positioned over a tip of the septum secundum, with the 

intennediate portion lying in a channel between the septum primum and the sqptum 
secundmn; 

wherein die closure device when deployed exerts a force to draw the septum 
primum and septum secundum together. 
IS 2. The method of Claim 1, wherein the intermediate and distal segmoats of the 

closure device when deployed are. positioned alQpg surfaces of the septum primum and the 
proximal and intermediate segments of the closure device when deployed are positioned 
along sur£ices of the septum secundum. 

3. The method of Claim 1, wherein the first clip-shaped portion and second 
20 clip-shaped portions are integrally formed. 

4. The method of Claim 1, wherein the first clip-shaped portion and second 
cl^-shaped portions are made of wire. 

5. The method of Claim 1, wherein the first clip-shaped portion and second 
clip-shaped portions when the device is dq>loyed forms generally an S-sh^e. 

25 6. The method of Claim 1, wherein each clip-shaped portion is formed fix>m 

two adjacent loops connected by a connecting portion. 

7. The method of Claim 1, herein deploying the closure device comprises 
releasing the closure device fiom a detachment element provided on tihe device. 

8. The niethod of Claim 1, further comprising locking the position of the 
30 device after deployment. 

9. The me&od of Claim 1, wherein the device self-expands to its deployment 
configuration. 
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10. A method of closing a patent foramen ovale having a septum primum and a 
septum secundum, con^rising: 

providing a closure device having a proximal end and a distal end and 
having a generally elongate configuration and a clip configuration, wherein when 
5 the device is in its elongate configuration the proximal and distal ends are piiUed 

away firom each other and when the device is in its clip configuration the device has 
generally an S-shape, 

releasably attaching the device relative to a delivery device; 
delivering the closure device to the patrat foramen ovale with the deUvety 
10 device, the closure device being held relative to the deliv^ device in its elongate 

configuration; and 

deplojdng the closure device in the patent foramen ovale, wherein the device 
when deployed includes a first chp-shaped portion positioned around ttie septum 
secundum and a second clip-shaped portion positioned around the sq>tum primum. 
IS 11. The method of Claim 10, wherdn the closure device includes a detachment 

element at its proxhnal end, and ttie device is delivered using a core wure that releasably 
engages the detachment element 

12. The method of Claim 10, wherem flie device is held in its elongate 
configuration distal to a deployment catheter. 
20 13- The method of Claim 10, wherem the device is delivered by positioning the 

catheter between the septum primum and septum secundum. 

14. The method of Clahn 10, further comprising locking the device in its clip 
configuration after deployment 

15. The method of Claim 10, wherdn the device self-expands to its deployment 
25 configuration. 

16. The method of Claim 10, wherein the device includes a pluraHty of eyelets, 
and the device is releasably attached to a delivery device by engaging a core through at 
least some of the eyelets. 

17. A device for closing a patmt foramen ovale, conaprising: 
30 a proximal end and a distal end; 

a proximal segment, an intermediate segment and a distal segment, wherein 
each of the segments is sequentially aligned; 
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wh^fein the device has a generally elongate configuration and a clip 
configuration, the device when in its elongate configuration, pulls the proximal and 
distal ends away fix)m each other such that the proximal segment, intermediate 
segment and distal segment become relatively more linear, and the device when in 
5 its clip configuration draws the proximal segment and intermediate segment into a 

first clip-sh^ed portion sized and configured to be positioned ov^ a septum 
secundum of tiiie patent foiam^ ovale^ and draws the intermediate segment and 
distal segment into a second clip-shaped portion sized and configured to be 
positioned over a septum primum of the patent foramen ovale. 
10 18. The closure device of Claim 17, wherein the device in its clip configuration 

generally has an S-shape. 

19. The closure device of Claim 17, wherein the device includes a locking 
elem^t to lock the device in its clip configuration. 

. 20, The closure device of Claim 17, wherein the device is self-e3^anding. 
15 21. The closure device of Claim 20, wherein when the device in an unstressed 

configuration, Ifae proximal, intermediate and distal segments are substantially parallel to 
one another. 

22. The closure device of Claim 17, wherein the device is made of a wire, 

23. The closure device of Ciaun 22, whereui the proximal segment, intermediate 
20 segment and distal segment are formed fiom the same wire. 

24. . The closure device of Claim 17, wherein the device includes a detachment 
' element for releasably attaching the device to a delivery device. 

25. The closure device of Claim 17, wherem the proximal segment is loop 
shaped. 

25 26, The closure device of Claim 17, wherein the proximal segment is rectangular 

shaped. 

27. The closure device of Claim 17, wherein the proximal segment is 
hexagonally shaped. 

28. The closure device of Claim 17, wherein the device includes a plurality of 
30 eyelets sized and configured to receive a delivery device. 
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29. The closure device of Claim 17, wherein the proximal and distal segments 
have identical shapes that form mirror images of each other across the patent foramen ovale 
to equally apply compressive force to both sides of the pat«it foramen ovale, 

30. The closure device of Claim 17, wherein the proximal segment has a larger 
5 dimension than the distal segment 

31. The closure device of Claim 17, wherein the device includes a plurality of 
tissue anchors. 

32. A closure device for closing a patent foramen ovale, comprising: 

a proximal end, a distal end, a proximal segment, a distal segment, and an 
10 inteimediate segment, wherein the device has a generally elongate configuration and 

a clip configuration, the device when in its elongate configuration puUs the 
proximal and distal ends away from each other such that the proximal segment, 
intramediate segment and distal segment become relatively more linear, and the 
device when in its clip configuration draws the proximal segment and intermediate 
IS segment into a first clip-shaped portion sized and configured to be positioned over a 

sqptum secundum of fhe patent foramen ovale, and draws the intermediate and 
distal segment into a second cli^shaped portion sized and configured to be 
positioned over a septum primum of tiie patent foramen ovale; and 

a covering provided on at least one of the segments of the device. 
20 33. The closure device of Claim 32, wherem the proximal segment, distal 

segment and intennediate segment are integrally formed. 

34. The closure device of Claim 33, wherein the proximal segment, distal 
segment and intermediate segment are integrally fonned from a wire structure. 

35. The closure device of Claim 32, wherem the covering is a sleeve provided 
25 over the intermediate segment and is ddapted to be positioned in a tuimel of fhe patent 

foramen ovale. 

36. The closure device of Claim 32, wherein the covering is a laminate stmcture 
provided oyer at least the proximal segment of tiie device. 

37. The closure device of Claim 32, wherein the covering is made of ePTFE. 
30 38. A device for closing a patent foramen ovale, comprising: 

aproximal end and a distal end; 

a proximal segment and a distal segment; 
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whCTein the device has generally a hook configuration wherein the distal . 
segment is sized and configured to be positioned over a septum primum of the 
patent foramen ovale, and the proximal segment is sized and configured to extend 
through a tuxmel of the patent foramen ovale with its proximal end positioned in the 
5 right atrium. 

39. The closure device of Claim 38, wherein the proximal and distal segments 
are integrally formed. 

40. The closure device of Claim 38, wherein the proximal segment has an 
increased width toward its proximal end to secure the closure device in the rigjit atrium 

10 against the septum primum. 

41. A system for delivwing a closure device to a patent foramen ovale, 
comprising: 

a deployment catheter having a proximal end and a distal end; 
an actuator extending through ttie deployment catheter; and 
15 a closure device releasably attached to the actuator, wherem the actuator is 

adq>ted to advance the closure device fiom the distal end of the deployment catheter 
and position a distal segment of the closure device over a septum primum of the 
patent foramen ovale and position a proximal segment of the closure device over a 
septum secundum of the patent foramen ovale^ the closure device being actuatable 
20 to pinch together the sq)tum primum and sq)tum secundum once delivered. 

42. Hie system of Claim 41, wherein the closure device includes eyelets 
releasably attached to the actuator. 

43. The system of Claim 41, wherein the closure device is threadingly engaged 
with the actuator. 

25 44. The system of Claim 43, wh«cdn the actuator is threadingly engaged to a 

proximal end of ttie closure device. 

45. The system of Claim 43, wherein the actuator is th^eadingly ragaged to a 
distal end of fixe closure device. 

46. The system of Claim 41, wherein the closure device is self-expanding. 

30 47. The system of Claim 41, ftirther comprising a tether line releasably attached 

to the closure device. 
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